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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group I, claims 1-21 , 24-27, 29, 30 and 
32-35, and the species election of cerebral infarction, in the reply filed on July 8, 2009 is 
acknowledged. The requirement is still deemed proper and is therefore made FINAL. 

Claims 4, 17-21 , 24-27, 30 and 32-34 are withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected group and/or species, 
there being no allowable generic or linking claim. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

1) Claim 1 is rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for treating cerebral infarction, does not 
reasonably provide enablement for preventing a neurodegenerative disease. The 
specification does not enable any person skilled in the art to which it pertains, or 
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with which it is most nearly connected, to use the invention commensurate in 
scope with these claims. 

The instant claims are drawn to a method of preventing and/or treating a 
neurodegenerative disease, neuropathy or a disease whose treatment requires neural 
regeneration comprising administering an effective amount of (2R)-2-propyloctanolc 
acid. The instant specification fails to provide information that would allow the skilled 
artisan to practice the instant invention. Attention is directed to In re Wands, 8USPQ2d 
1400 (CAFC 1988) at 1404 where the court set forth the eight factors to consider when 
assessing If a disclosure would have required undue experimentation. Citing Ex parte 
Forman, 230 USPQ 546 (BdApIs 1986) at 547 the court recited eight factors: 
(1) the nature of the invention; (2) the breadth of the claims; (3) the state of the prior art; 
(4) the predictability or unpredictability of the art; (5) the relative skill of those In the art; 
(6) the amount of direction or guidance presented; (7) the presence or absence of 
working examples; and (8) the quantity of experimentation necessary. 

(1) The nature of the Invention: 

The claim 1 Is drawn to "a method for preventing and/or treating a 
neurodegenerative disease, neuropathy or a disease whose treatment requires neural 
regeneration, which comprises parenterally administering to a mammal an effective 
amount of (2R)-2-propyloctanoic acid or a salt thereof." 
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(2) The breadth of the claims: 

Claim 1 embraces and reads on preventing aN neurodegenerative diseases, 
neuropathy or diseases whose treatment requires neural regeneration. The 

specification does not enable the prevention of aH neurodegenerative diseases, 
neuropathy or diseases whose treatment requires neural regeneration. 

(3) The state of the prior art: 

The state of the art regarding preventing all neurodegenerative diseases, 
neuropathy or diseases whose treatment requires neural regeneration is very low or do 
not exist. Weinreb (Can J Ophthalmol, 2007, vol. 42, no. 3, pp. 396-398) teaches that 
neuroprotection was initially investigated to treat disorders of the central nervous 
system (e.g., stroke, head trauma, amyotrophic lateral sclerosis, Parkinson's and 
Alzheimer's diseases), but only the minority of these investigations have led to 
approved therapies (see page 397, column 2, last paragraph to page 398, paragraph 1). 
There has not yet been proof of clinical efficacy for any neuroprotective agent in 
glaucoma (see page 398, clinical trials of glaucoma neuroprotection , paragraph 1). 

(4) The predictability or unpredictability of the art: 

The predictability of preventing aN neurodegenerative diseases, neuropathy or 
diseases whose treatment requires neural regeneration is relatively low. Therefore, to 
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one skilled in the art, prevention of aN neurodegenerative diseases, neuropathy or 
diseases whose treatment requires neural regeneration is highly unpredictable. 

(5) The relative skill of those in the art: 

The relative skill of those in the art is high as demonstrated by Weinreb. 

(6) The amount of direction or guidance presented / working examples: 

In the instant case, the guidance of the specification as to the prevention of aN 
neurodegenerative diseases, neuropathy or diseases whose treatment requires neural 
regeneration is completely lacking. The specification as filed does not speak on or 
show any working examples any studies performed that prevent aN neurodegenerative 
diseases, neuropathy or diseases whose treatment requires neural regeneration. Note 
that lack of a working example, is a critical factor to be considered, especially in a case 
involving an unpredictable and undeveloped art . See MPEP 2164.02. 

(7) The quantity of experimentation necessary: 

The instant claims read on the prevention of aN neurodegenerative diseases, 
neuropathy or diseases whose treatment requires neural regeneration. As discussed 
above the specification fails to provide any support for completely preventing aN 
neurodegenerative diseases, neuropathy or diseases whose treatment requires neural 
regeneration. Applicant fails to provide any information sufficient to practice the claimed 
invention, absent undue experimentation. Genetech, 108 F. 3d at 1366 states that " a 
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patent is not a hunting license. It is not a reward for search, but compensation for its 
successful conclusion" and "patent protection is granted in return for an enabling 
disclosure of an invention, not for vague intimation of general ideas that may or may not 
be workable. 

In conclusion, the applicant is enabled for treating cerebral infarction, but not for 
preventing aN neurodegenerative diseases, neuropathy or diseases whose treatment 
requires neural regeneration. 

2) Claims 1, 2 and 4 are rejected under 35 U.S.C. 112, first paragraph, because 
the specification, while being enabling for treating cerebral infarction, does not 
reasonably provide enablement for treating all neurodegenerative disease. The 
specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to use the invention commensurate in 
scope with these claims. 

The instant claims are drawn to a method of preventing and/or treating a 
neurodegenerative disease, neuropathy or a disease whose treatment requires neural 
regeneration comprising administering an effective amount of (2R)-2-propyloctanoic 
acid. The instant specification fails to provide information that would allow the skilled 
artisan to practice the instant invention. Attention is directed to In re Wands, 8USPQ2d 
1400 (CAFC 1988) at 1404 where the court set forth the eight factors to consider when 
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assessing if a disclosure would have required undue experimentation. Citing Ex parte 
Forman, 230 USPQ 546 (BdApIs 1986) at 547 the court recited eight factors: 
(1) the nature of the invention; (2) the breadth of the claims; (3) the state of the prior art; 
(4) the predictability or unpredictability of the art; (5) the relative skill of those in the art; 
(6) the amount of direction or guidance presented; (7) the presence or absence of 
working examples; and (8) the quantity of experimentation necessary. 

(1) The nature of the invention: 

The claim 1 is drawn to "a method for preventing and/or treating a 
neurodegenerative disease, neuropathy or a disease whose treatment requires neural 
regeneration, which comprises parenterally administering to a mammal an effective 
amount of (2R)-2-propyloctanoic acid or a salt thereof." 

(2) The breadth of the claims: 

Claims 1 and 2 embrace and read on treating all neurodegenerative disease. 
The specification does not enable the treatment of aN neurodegenerative diseases, 
neuropathy or diseases whose treatment requires neural regeneration. 

(3) The state of the prior art: 

The state of the art regarding effectively treating aN neurodegenerative diseases, 
neuropathy or diseases whose treatment requires neural regeneration is very low. 
Weinreb (Can J Ophthalmol, 2007, vol. 42, no. 3, pp. 396-398) teaches that 
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neuroprotection was initially investigated to treat disorders of the central nervous 
system (e.g., stroke, head trauma, amyotrophic lateral sclerosis, Parkinson's and 
Alzheimer's diseases), but only the minority of these investigations have led to 
approved therapies (see page 397, column 2, last paragraph to page 398, paragraph 1 ). 
There has not yet been proof of clinical efficacy for any neuroprotective agent in 
glaucoma (see page 398, clinical trials of glaucoma neuroprotection , paragraph 1). 

(4) The predictability or unpredictability of the art: 

The predictability of treating all neurodegenerative diseases, neuropathy or 
diseases whose treatment requires neural regeneration is relatively low. Therefore, to 
one skilled in the art, treating aN neurodegenerative diseases, neuropathy or diseases 
whose treatment requires neural regeneration is unpredictable. In other words, just 
because there are potential therapeutic targets in treating all neurodegenerative 
diseases, neuropathy or diseases whose treatment requires neural regeneration 
through the inhibition of S-100p , effective treatment has vet to be completely 
established . As Weinreb teaches that neuroprotection was initially investigated to treat 
disorders of the central nervous system (e.g., stroke, head trauma, amyotrophic lateral 
sclerosis, Parkinson's and Alzheimer's diseases), but only the minority of these 
investigations have led to approved therapies (see page 397, column 2, last paragraph 
to page 398, paragraph 1 ). Therefore, there is no guarantee that the compound will be 
clinically effective to treat aN neurodegenerative diseases, neuropathy or diseases 
whose treatment requires neural regeneration. Therefore, because there is a 
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"potential", treating aN neurodegenerative diseases, neuropathy or diseases wliose 
treatment requires neural regeneration, it is unpredictable. 

(5) The relative skill of those in the art: 

The relative skill in the art is fairly high, with the typical practitioner having a 
medical degree and/or an advanced degree in the biochemical, chemistry or 
pharmaceutical-related arts, as evidenced by Weinreb. 

(6) The amount of direction or guidance presented / working examples: 

In the instant case, the guidance of the specification as to treating aH 
neurodegenerative diseases, neuropathy or diseases whose treatment requires neural 
regeneration is completely lacking. The specification as filed does not speak on or 
show any working examples any studies performed that treat all neurodegenerative 
diseases, neuropathy or diseases whose treatment requires neural regeneration. Note 
that lack of a working example, is a critical factor to be considered, especially in a case 
involving an unpredictable and undeveloped art . See MPEP 2164.02. Particularly, the 
specification teaches that (2R)-2-propyloctanoic acid treat cerebral infarction and 
inhibits the increase of S-IOOp (see examples). 

(7) The quantity of experimentation necessary: 

The instant claims read on treating aN neurodegenerative diseases, neuropathy 
or diseases whose treatment requires neural regeneration. As discussed above the 
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specification fails to provide any support for treating aH neurodegenerative diseases, 
neuropatliy or diseases whose treatment requires neural regeneration. Applicant fails 
to provide any information sufficient to practice the claimed invention, absent undue 
experimentation. 

Particularly, the skilled practitioner would have to test the claimed compound 
fore treatment efficacy for each condition. For example, to test for treatment of the 
disease, a particular compound inhibiting the increase of SIOOp, and a suitable animal 
model and dosage regimen (dose amount, frequency, route of administration) would 
also have to be selected. If efficacy of the drug did not result, the dosage regime would 
have to be varied, for example by changing the dosage amount or route of 
administration, until efficacy was achieved. If no animal model of a condition is 
available for testing, then toxicity trials would have to be conducted before such testing 
could be conducted in humans to determine appropriate toxicity levels. If efficacy in the 
treatment of the condition was shown with the particular compound, then another 
compound having SIOOp inhibitory activity would have to be selected and the process 
would have to be repeated, including determining the optimum dosage regimen and 
animal model and/or toxicity levels for evaluation. Once efficacy was established, the 
process would have to be repeated for each condition. Thus, the skilled artisan would 
have to undergo exhaustive studies to evaluate for effective treatment of each condition, 
or at least a subset, in order to be able to fully carry out the invention commensurate in 
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scope with the claims. 

Genetech, 108 F. 3d at 1366 states that " a patent is not a hunting license. It is 
not a reward for search, but compensation for its successful conclusion" and "patent 
protection is granted in return for an enabling disclosure of an invention, not for vague 
intimation of general ideas that may or may not be workable. 

In conclusion, the applicant is enabled for treating cerebral infarction, but not for 
treating aN neurodegenerative diseases, neuropathy or diseases whose treatment 
requires neural regeneration. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 



Claims 1-3, 5-7, 9-16, 29 and 35 rejected under 35 U.S.C. 102(b) as being 
anticipated by Tateishi et al. (Journal of Cerebral Blood Flow & Metabolism, June 2002, 
vol. 22, no. 6, pp. 723-734). 
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Using the permanent middle cerebral artery occlusion (pMCAO) model in rats, 
Tateishi et al. show that there is a significant increase in the infarct volume between 24 
and 168 hours after pMCAO, which closely resembles the time course of infarct 
expansion in human stroke (see page 723, column 2, paragraph 2). Tateishi et al. 
teach that (R)-(-)-2-propyloctanolc acid (ONO-2506) leads to mitigation of delayed 
infarct expansion and early improvement of neurologic deficits (i.e. treatment of cerebral 
infarction; see title; addresses claims 1 , 2, 5, 29 and 35). ONO-2506 also significantly 
reduced the expression of S-IOOp (see abstract, lines 3-4 and 11-12; addresses claim 
16). The rats were administered intravenously lOmg/kg daily, in which significantly 
reduced the infarct volume at 168 hours (i.e. continuous intravenous administration for 7 
days; see page 725, column 1, determination of the optimal dose of ONO-2506 
experiment 1 and page 727, column 1 , the therapeutic time window of ONO-2506: 
experiment 4; addresses claims 6, 7, 9-15 and 35). 



Claim Rejections - 35 USC § 103 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claim 8 is rejected under 35 U.S.C. 103(a) as being obvious over Tateishi et al. 
(Journal of Cerebral Blood Flow & Metabolism, June 2002, vol. 22, no. 6, pp. 723-734) 
as applied to claims 1-3, 5-7, 9-16, 29 and 35 above in view of Shirasaki et al. (US 
5,837,706). 

The applied reference has a common assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
only under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) might be overcome 
by: (1 ) a showing under 37 CFR 1 .1 32 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not an 
invention "by another"; (2) a showing of a date of invention for the claimed subject 
matter of the application which corresponds to subject matter disclosed but not claimed 
in the reference, prior to the effective U.S. filing date of the reference under 37 CFR 
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1 .131 ; or (3) an oath or declaration under 37 CFR 1 .130 stating that the application and 
reference are currently owned by the same party and that the inventor named in the 
application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer 
in accordance with 37 CFR 1 .321 (c). This rejection might also be overcome by showing 
that the reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 
35 U.S.C. 103(a). See MPEP § 706.02(l)(1) and § 706.02(l)(2). 

The teachings of Tateishi et al. are as applied to claims 1-3, 5-7, 9-16, 29 and 35 

above. 

Tateishi et al. does not specifically teach that the continuous inravenous 
administration is from an infusion bag. 

Shirasaki et al. teach that a drug that treats cerebrovascular disorders such as 
cerebral infarction is preferably administered by intravenous drip infusion (i.e. infusion 
bag administration; see column 4, lines 44-47 and column 5, lines 7-9). 

To one of ordinary skill in the art at the time of the invention would have found it 
obvious and motivated to combine use an infusion bag administration in the method of 
Tateishi et al. because Shirasaki et al. teach that cerebrovascular disorders such as 
cerebral infarction is preferably treated through the intravenous drip infusion 
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administration route (i.e. infusion bag administration; see column 4, lines 44-47 and 
column 5, lines 7-9). 

Conclusion 

No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KENDRA D. CARTER whose telephone number is 
(571 )272-9034. The examiner can normally be reached on 7:30 am - 4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on (571) 272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kendra D Carter/ 
Examiner, Art Unit 1617 

/SREENI PADMANABHAN/ 

Supervisory Patent Examiner, Art Unit 1627 



